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Offic Action Summary 



Application No. 

09/903,171 



Examin r 

David S Romeo 



Applicant(s) 

DE ROBERTIS ET AL 



Art Unit 

1647 



The MAILING DA TE of this communication appears on th cover sh et with the correspondence address » 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1 .704(b). * 

Status 

1)13 Responsive to communication(s) filed on 1 1 July 2001 . 
2a)D This action is FINAL. 2b)l3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935C.D. 11, 453 O.G. 213. 
Disp sition of Claims 

4) [H] Claim(s) 9-11 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) I3 Claim(s) 9-11 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) E3 The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

11) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

aOAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) [3 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 
150 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 

Attach ment(s) 

1 ) |3 Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). 



2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) CI Notice of Informal Patent Application (PTO-152) 

3) [3 Information Disclosure Statement(s) (PTO-1449) Paper No(s) 6 . 6) EH Other: 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 04-01) 



Office Action Summary 



Part of Paper No. 8 
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Art Unit: 1647 

DETAILED ACTION 

The preliminary amendments filed (Paper Nos. V/2 and 5) have been entered. Claims 9- 
1 1 are pending and being examined. 

5 This application discloses and claims only subject matter disclosed in prior Application 

No. 08/878474, filed June 6, 1997, and names an inventor or inventors named in the prior 
application. Accordingly, this application may constitute a continuation or division. Should 
applicant desire to obtain the benefit of the filing date of the prior application, attention is 
directed to 35 U.S.C. 120 and 37 CFR 1.78. 

10 

It is noted that the present application claims benefit to intermediate nonprovisional 
application 09/552,988 that is directly claiming the benefit of the provisional application 
60/020,150. Both the present application and the intermediate nonprovisional application were 
filed more that 12 months from the filing date of the provisional application. A nonprovisional 

1 5 application that directly claims the benefit of a provisional application under 35 U.S.C. 1 19(e) 
must be filed within 12 months from the filing date of the provisional application. If a benefit 
claim to a provisional application is submitted without an indication that an intermediate 
application directly claims the benefit of the provisional application and the instant 
nonprovisional application is not filed within the 12 month period or the relationship between 

20 each nonprovisional application is not indicated, the Office will not recognize such benefit claim 
and will not include the benefit claim on the filing receipt. Therefore, a petition under 37 CFR 
1.78(a) and the surcharge set forth in 37 CFR 1 . 1 7(t) will be required if the intermediate 
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application and the relationship of each nonprovisional application are not indicated within the 
period set forth in 37 CFR 1 .78(a). Even if the Office has recognized a benefit claim by entering 
it into the Office's database and including it on applicant's filing receipt, the benefit claim is not 
a proper benefit claim under 35 U.S.C. 119(e)or35 U.S.C. 120and37CFR 1.78 unless the 
5 reference is included in an ADS or in the first sentence of the specification and all other 

requirements are met. Accordingly, the benefit of the filing date of the provisional application 
60/020,150 is denied. 

If applicant desires priority under 35 U.S.C. 1 19(e) based upon a previously filed 
10 application, specific reference to the earlier filed application must be made in the instant 

application. For benefit claims under 35 U.S.C. 120, 121 or 365(c), the reference must include 
the relationship (i.e., continuation, divisional, or continuation-in-part) of the applications. This 
should appear as the first sentence of the specification following the title, preferably as a separate 
paragraph unless it appears in an application data sheet. The status of nonprovisional parent 
1 5 application(s) (whether patented or abandoned) should also be included. If a parent application 

has become a patent, the expression "now Patent No. " should follow the filing date of the 

parent application. If a parent application has become abandoned, the expression "now 
abandoned" should follow the filing date of the parent application. 

If the application is a utility or plant application filed under 35 U.S.C. 1 1 1(a) on or after 
20 November 29, 2000, the specific reference must be submitted during the pendency of the 

application and within the later of four months from the actual filing date of the application or 
sixteen months from the filing date of the prior application. If the application is a utility or plant 
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application which entered the national stage from an international application filed on or after 
November 29, 2000, after compliance with 35 U.S. C. 371, the specific reference must be 
submitted during the pendency of the application and within the later of four months from the 
date on which the national stage commenced under 35 U.S.C. 371(b) or (f) or sixteen months 
5 from the filing date of the prior application. See 37 CFR 1 .78(a)(2)(ii) and (a)(5)(ii). This time 
period is not extendable and a failure to submit the reference required by 35 U.S.C. 1 19(e) and/or 
120, where applicable, within this time period is considered a waiver of any benefit of such prior 
application(s) under 35 U.S.C. 1 19(e), 120, 121 and 365(c). A priority claim filed after the 
required time period may be accepted if it is accompanied by a grantable petition to accept an 

10 unintentionally delayed claim for priority under 35 U.S.C. 1 19(e), 120 5 121 and 365(c). The 
petition must be accompanied by (1) the reference required by 35 U.S.C. 120 or 1 19(e) and 37 
CFR 1.78(a)(2) or (a)(5) to the prior application (unless previously submitted), (2) a surcharge 
under 37 CFR 1 . 17(t), and (3) a statement that the entire delay between the date the claim was 
due under 37 CFR 1 .78(a)(2) or (a)(5) and the date the claim was filed was unintentional. The 

1 5 Director may require additional information where there is a question whether the delay was 
unintentional. The petition should be addressed to: Mail Stop Petition, Commissioner for 
Patents, P.O. Box 1450, Alexandria, Virginia 223 13-1450. 



Specification 

20 The disclosure is objected to because of the following informalities: Priority claims 

under 35 U.S.C. 1 19(e) and benefit claims under 35 U.S.C. 120, 121 or 365(c) should appear as 
the first sentence of the specification following the title, preferably as a separate paragraph 
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unless it appears in an application data sheet. It is acknowledged that the present disclosure 
contains a priority claim under 35 U.S.C. 1 19(e) and a benefit claim under 35 U.S.C. 120 but 
they do not appear as the first sentence of the specification following the title, preferably as a 
separate paragraph unless it appears in an application data sheet. 
5 Appropriate correction is required. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

10 A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 9-1 1 are rejected under 35 U.S.C. 102(b) as being anticipated by DeRobertis (n8). 
1 5 This rejection is being made because the benefit of the filing date of the provisional 

application 60/020, 1 50 is denied. 

DeRobertis discloses the mouse frzb-1 protein and nucleotide sequences (page 14, lines 
18-20; figures 7 and 8), a mammalian or viral vector comprising the nucleotide sequence (page 
16, full paragraph 1), and a soluble form of the protein (page 4, full paragraph 1). The amino 
20 acid sequence of mouse frzb-1 is identical to SEQ ID NO: 7 of the present application, as 

indicated below, and SEQ ID NO: 7 of the present application is expressed from SEQ ID NO: 8 
of the present application. 



25 
30 



AAW41253 

ID AAW41253 standard; Protein; 323 AA. 
XX 

AC AAW41253; 
XX 

DT 09-JUL-1998 (first entry) 
XX 

DE Mouse "frazzled" frzb-1. 
XX 
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KW Growth factor; frazzled; frzb-l; Writs antagonist; mouse; murine; 

KW * tumour suppressor; cancer. 

XX 

OS Mus sp. 
XX 

PN W09748275-A1. 
XX 

PD 24-DEC-1997. 
XX 

PF 19-JUN-1997; 97WO-US1 0942 . 
XX 

PR 18-JUN-1997; 97US- 0878474 . 

PR 20-JUN-1996; 96US- 00201 50 . 
XX 

PA (REGC ) UNIV CALIFORNIA. 
XX 

PI Bouwmeester T, De Robert is EM; 
XX 

DR WPI; 1998-062760/06. 

DR N-PSDB; AAV14016. 
XX 

PT New isolated growth factors - with neurotrophic, growth or 

PT differentiation factor activity, tumour growth suppressor activity 

PT or mesoderm differentiation activity 

XX 

PS Claim 6; Fig 7; 48pp; English. 
XX 

CC The present sequence is the mouse growth factor protein 

CC "frazzled" frzb-l. frzb-l is an antagonist of Wnts in vivo, and 

CC thus is believed to find utility as a tumour suppressor gene, 

CC since overexpressed Wnt proteins cause cancer. Frzb-l may also be a 

CC useful vehicle for solubi 1 isation and therapeutic delivery of 

CC complexed Wnt proteins. 

XX 

SQ Sequence 323 AA; 



Query Match 100.0%; Score 1746; DB 19; Length 323; 

Best Local Similarity 100.0%; Pred. No. 3e-171; 

Matches 323; Conservative 0; Mismatches 0; Indels 0; Gaps 0; 
Qy 1 MVC CGPGRM LLGWAGLLVLAAL C LLQVPGAQAAACEPVR I P L C KS L PWN MTKMPNH LHHS 60 

MMIMMIMI MM! MM IMM III MMMIII MM MIIMM II MIMM 

Db 1 MVCCGPGFJ^LLGWAGLLVLAALCLljQVPGAQAAACEPVRIPLCKSLPWNMTKMPNHLHHS 60 



Qy 61 TQANA I LAMEQ FEGLLGTHCSPDLLFFLCAMYAP I CT I DFQHE P I KPCKSVCERARQGCE 120 

MMMIII II! IMIIMM Mill MIMMIMM MM IMMMI IIMMIM 

Db 61 TQANAI LAMEQFEGLLGTHCSPDLLFFLCAMYAP I CTIDFQHEP I KPCKSVCERARQGCE 120 

Qy 121 P I LI KYRHSWPESLACDELPVYDRGVC I SPEAI VTADGADFPMDSSTGHCRGASSERCKC 160 

IIMIIIIII II I III! HIM III! IIMI II Nil! NMI IIIMlllllllllll 

Db 121 PI LI KYRHSWPESLACDELPVYDRGVC I SPEAI VTADGADFPMDSSTGHCRGASSERCKC 180 



Qy 181 KPVRATQKTYFRNNYNW I RAKVKEVKMKCHDVTAVVEVKE I LKASLVN I PRDTVNLYTT 240 

niinnnn inn inniMi M mi iMMMiMinin mi mi Mini 

Db 181 KPVPJVTQKTYFRNNYNW I RAKVKEVKMKCHDVTAVVEVKE I LKASLVN I PRDTVNLYTT 240 

Qy 241 SGCLCPPLTWEEYVIMGYEDEERSRLLLVEGSIAEKWKDRLGKKVKRWDMKLRHLGLGK 300 

IMMIMMIM! MMMI I Ml M Ml II MIMII MM MMMM IMIMM 

Db 241 SGCLCPPLTVNEEWIMGYEDEERSRLLLVEGSIAEKWKDRLGKKVKRWDMKLRHLGLGK 300 



Qy 301 TDASDSTQNQKSGRNSNPRPARS 323 

nilllllMIMI IMIMIM 
Db 301 TDASDSTQNQKSGRNSNPRPARS 323 



Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly clairning the 
subject matter which the applicant regards as his invention. 

Claims 9-1 1 are rejected under 35 U.S. C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. The claims are indefinite over the recitation of "the protein being expressible from 
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SEQ ID NO: 8" (claim 9) and "expressible in soluble form" (claim 10). According to Wang 
(1997, cited by Applicants), release of soluble frzb protein may be dependent upon on proteolytic 
processing, which may vary with the cell or tissue type (page 762, left column, full paragraph 2). 
Leyns (1997, cited by Applicants) provides indirect evidence that the COOH end of Frzb- 1 is 
cleaved proteolytically (paragraph bridging pages 749-750). It is unclear which protein is being 
expressed and which soluble form is intended. The metes and bounds are not clearly set forth. 



No claims are allowable. 



Any inquiry concerning this communication or earlier communications from the examiner should be directed to 
David S. Romeo whose telephone number is (703) 305-4050. The examiner can normally be reached on Monday through 
Friday from 7:30 a.m. to 4:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Gary Kunz, can be 
reached on (703) 308-4623. 

if submitting official correspondence by fax, applicants are encouraged to submit official correspondence to 
the following tc 1600 before and after final rlghtfax numbers: 
Before Final (703) 872-9306 
After Final (703) 872-9307 

In addition to the Official RightFax numbers above, the TC 1600 Fax Center has the following Official fax 
NUMBERS: (703) 305-3592, (703) 308-4242 AND (703) 305-3014, 

Customers are also advised to use Certificate of Facsimile procedures when submitting a reply to a non-final 
or final Office action by facsimile (see 37 CFR 1 .6 and 1 .8). 

Faxed draft or informal communications should be directed to the examiner at (703) 308-0294. 

Any inquiry of a general nature or relating to the status of this application or proceeding should be directed 
to the Group receptionist whose telephone number is (703) 308-0196. 



Conclusion 



i 




David Romeo 
Primary Examiner 
Art Unit 1647 . 



DSR 

August 20, 2003 



